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Biotechnology and oncology:
The promise and the challenges

By Dennis N. Longstreet
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tumor suppressor genes, and key genetic
events are important targets which may rev
olutionize cance r therapy. Promising bio
logical approaches to cancer therapy now
include recombinant drugs, monoclonal
antibodies. synthetic peptides and gene ther
apy. 10name just a few. As an article in the
March 1992 l.ancel concludes. "The trans i
tion from theoretical possibility to practical
reali ty is just beginning. andwe cou ld be at
the dawn of a new age of cancer treatment."

Whil e practical applications of
biotechnol ogy to oncology therapy from
your point of view have been painstaking
and not withou t disappointment, they are
under way. A new era of cancer therapy is
not only possible, but probable . Eighteen
licensed biotechnology medicines are now
available: six for the treatment of cancer
and cancer-related conditions. That is real
progress since the industry introduced its

Mr. Longstreet, President of Ortha
Biotech. Raritan. NJ. presented his views
of the f uture for oncology and biotechnol
ogy. This article contains a complete
transcript ofM r. Longstreet's remarks.

'We ' pen' this afternoon dis
cussing how changeshere in Washington
will impact patient care-perhaps even in
the next 100 days. You know that the
President is se rious. particularly if he has
put his wife. someone whom he knows
and trusts the most, in charge of health
care reform.

Irs more clear than ever that the
medical community, government. and
indu stry must join together and influence
these changes. By working togeth er, we
can ensure thai we bring the best treat
rnents to patien ts. And the need for this
partners hip is even stronger as we look
toward the fut ure . Research laborator ies
across the country are dev eloping exci ting
new therapies... many from the emergi ng
science of biotechn o logy. But these scien
tific advanceme nts have med ical chal 
lenges whi ch may be as complex as the
scie nce itse lf. Issues such as the cost o f
new prod uct developm ent. reg ulatory
requ irements. and re imbursement are cre
ating challenges for the bio phannaceutical
industry. for you. and you r patients.

We can only meet these challenges by
shari ng our knowledge and expertise. and
understanding each othe r's issues.
Dialogues such as today's will help bring
exciting scientific inno vations to patients.
Tonight, I'd like to look at the present and
future of biotechnology, and ope n a dia
logue which helps mesh together these
exciting discoveries with better patient care.

Pirst . fet's look at how the science of
biotech nology is impacting patie nt care ,
part icularly in oncology. As you know,
there has been significant progress in under
standing the basis of human cancer. For
example, we now know that oncogenes.
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first product just 10 years ago. Biotech
nology's impact will be partic ularly impor
tant in oncology. Of the more than 130
biotechnology drugs curre ntly in human
clinical trials, grea ter than 50 percent are for
cancer or cancer-related conditions. And
this is only the shorter-term picture.

And as we look even further to the
future, one of the mos t promising
approaches for oncology is gene therapy.
Of the 18 clinical protocols for human
gene therapy trial s approved by the FDA
and the NIH Recombinant-DNA Advisory
Committee, more than half targel cancer.
Gene therapy is not only technical ly feasi
ble. but it also makes se nse from a bus i
ness andhealth care del ivery stan dpoint.
First . the need is great for this technology:
many patient groups can be hel ped . It
offers long-term treatment for several oth
erwise fatal diseases---diseases now man
aged at best only by cosily conventional
therapies . Many therapeutic approaches
are possible from gene therapy. These
include immune response activation. tumor
cel l destruction, and enhance ment of con
ventional chemotherapy, Last, but certain
ly not least, we believe reimbursement is
likel y for se veral reasons. in part because
we can work together to facilitate reim
bursement. Let me exp lain th is further.

There is a real likelihood that gene
therapy will be superior to conventional
therapies. 'There is even a possibility that it
can be a one -time cure. We should have
clear da ta on sa fety and efficacy, data
which you can use to facilitate reimburse
ment for you r patien ts. Working together,
we must determine appropriate use of gene
therapy. and demonstra te that these prod
ucts have a favorable economic and clinical
outcome. As industry, we must develop
acce ptable pricing for these products.
Whi le gene therapy and ot her approaches
hold tremendous promise, we all recognize
that cancer thera py development has been
slow ove r the past decade.

So how realistic are predictio ns that
these new therapies will be successful?
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investment in drug development. and with
biotechnology products. this investment
decision can beeven larger since it's made
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at the very beginning of a drug's develop
ment. These arc first of a kind therapies.
It's not as simple as deciding 10modify an
existing product, as is often the case with
traditional pharmaceuticals.

The investment decision is also intlu
eneed by patent status. These decisions
are made more difficult by the lag time in
the U.S. Patent Office . Severa l thousand
biotech parent applications await review.
with an average review time of over two
years. Without patent protection. you ca n
invest in product development only to find
yourself later involved in patent disputes.

Further clouding the picture. biotech
nology patents are complex and not clearly
defined. Until patent issues have been bet
ter resolved by our legal system. these
uncena inties add risk to development deci
sions. Another factor in the development
decision is the likelihood of reimbursement
As you all know. reimbursement is critical
for (he livelihood of your practice. And it's
the same for the bio-pbarmaceuucal indus
try. With the significant R&D investment.
we must feel confident that third-party pay
ers will reimburse our products. Otherwise.
we will never recover our development
costs. much less make a profit.

Once we decide to move forward with
a product. clinical development is the next
challenge. Again. there's risk. For every
new drug marketed. between six and seven
fail during clinical development. Other
considerations are likely to impact future
clinical trials. Given the changing health
care environment. insurance companies and
managed health care providers are insisting
on drug cost-effectiveness and outcomes
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development and regulatory challenges
seem simple as compared to reimbursement
for these products. In an attempt to work

\\\.5 .11",

Pharmoceutical
expenditurel

Total health (are
expenditure.

with the medical community on these
issues. many manufacturers have devel
oped programs to facilitate reimbursement.

It's difficult to discuss reimbursement
without getting inrooff-tabel issues. We're
painfully aware of your difficulties with
reimbursement. We have tried to develop
programs which addressyour concerns. We
welcome your feedback on how to improve
our programs. This is another exampleof
how working together can address critical
issues for the oncology community as well
as manufacturers. Perhaps together, we can
help promote policy change that deals with
these reimbursement difficulties. and make
therapies available to greater numbers of
cancer patients.

The ACCC efforts with state legisla
lures on off-label reimbursement are a
perfect example of how we can together
influence change. The ACCC has suc
cessfully combined the efforts of oncolo
gists, oncology nurses, health care policy
makers. HIV organizations. and even
industry to pass legislation in several
states-legislation which mandates reim
bursement for off-label treatments. This is
a promising sign of what we can accom
plish by working together.

I recognize that you are probably con
cemed about the high costs of new innova
tions, particularly those from biotechnology.
We've discussed the high development
costs of these products. But I want to take
our discussion a step further. Let's look at
how these innovative products can actually
decrease costs. and bepart of the solution to
rising health care expenditures. Projections
over the next 25 years indicate that
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